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Applicant's arguments have been considered and are not found to be persuasive. 
Written description is required for methods of use of a product as well as products per 
se. 

Applicant points to the Comer declaration and the statements therein to say that 
"that one of skill in the art could identify additional irritant responsive reporter genes" 
which would appear to be an argument against a enablement rejection- applicant is 
reminded that the written description requirement of 35 USC 112 has been deemed to 
be separate from the enablement requirement. The question at hand is not whether 
applicant has provided enablement for one to test whether or not a gene construct is 
irritant responsive but whether or not applicant has provided adequate written 
description to show possession of the generic assay which utilizes the generic "irritant 
responsive reporter gene construct." 

The breadth of the instant claims needs to be considered when determining what 
is properly described. Applicant generically claims a method of using an irritant 
responsive reporter gene construct and the genus encompassed is extremely broad in 
that the term "irritant" is extremely broad. The amount of known and unknown genes 
that would be considered responsive to an "irritant" would have to be considered vast 
and thus the genus now claimed is vast. This is further evidenced by applicant's 
argument (and cited art) that there are many things that can be considered irritants and 
have an affect on the transcription of many different cellular genes. The examiner has 
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contended that the limited showing is insufficient to satisfy the written restriction 
requirement for the claimed genus. The structure of one or two irritant responsive 
promoter does not provide guidance to the existence or structure of other usable 
promoters. As such, there would appear to be no common attributes (sequence 
similarities, per se) that one of ordinary skill in the art would recognize in order to link 
members of this genus. Applicant argues citing the Comer declaration that "one of skill 
in the art would conclude that the Inventors were in possession of the necessary 
common attributes possessed by the members of the genus" but applicant does not 
appear to identify these "necessary common attributes" instead arguing that other 
"irritants" affect the transcription of other cellular genes which are not discussed to 
share common attributes or structure with IL-8 or IL 1-a. 

In an unpredictable art in an unpredictable art, adequate written description of a 
genus which embraces widely variant species cannot be achieved by disclosing only a 
species within the genus. See Enzo Biochem, 323 F.3d at 966, 63 USPQ2d at 1615; Noelle v. 
Lederman, 355 F.3d 1343, 1350, 69 USPQld 1508, 1514 (Fed. Cir. 2004) (Fed. Cir. 2004); Eli 
Lilly, 119 F.3d at 1568, 43 USPQ2d at 1406. Though applicant discloses two species, 
given that no structural requirement of the genus has been disclosed, the genus claimed 
is so widely variant that two species can not be considered a representative number 
absent the discussed necessary attributes or structure. 
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Claim Objections 

Claim 8 is objected to as being dependent upon a rejected base claim, but would be 
allowable if rewritten in independent form including all of the limitations of the base claim and 
any intervening claims. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1-7 remain rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. Applicant claims using "a skin equivalent comprising a irritant responsive reporter 
gene construct" but the specification lacks description to convey that applicant has possession of 
the claimed invention. Applicant identifies 2 genes as being "irritant responsive" which is 
insufficient to describe an entire genus, i.e. "irritant responsive gene(s)" particularly since 
applicant intends for the phrase "initant responsive gene" to encompass unknowns. 

The written description requirement for a claimed genus may be satisfied through 
sufficient description of a representative number of species by actual reduction to practice, 
reduction to drawings, or by disclosure of relevant, identifying characteristics, i.e., structure or 
other physical and/or chemical properties, by functional characteristics coupled with a known or 
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disclosed correlation between function and structure, or by a combination of such identifying 
characteristics, sufficient to show the applicant was in possession of the claimed genus. See Eli 
Lilly, 119 F.3d at 1568, 43 USPQ2d at 1406 

A "representative number of species" means that the species which are adequately 
described are representative of the entire genus. Thus, when there is substantial variation within 
the genus, one must describe a sufficient variety of species to reflect the variation within the 
genus. On the other hand, there may be situations where one species adequately supports a genus 
the genus could not be defined by function because function only disclosed what chemical 
structure did rather than what the chemical structure was. The Court went on to state "A 
description of a genus of cDNAs may be achieved by means of a recitation of a representative 
number of cDNAs, defined by nucleotide sequence, falling within the scope of the genus or of a 
recitation of structural features common to the members of the genus, which features constitute a 
substantial portion of the genus. Lilly, 1 19 F.3d at 1569. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leon Lankford whose telephone number is 571-272-0917. The 
examiner can normally be reached on Mon-Thu 7:30-6. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Wityshyn can be reached on 571-272-0926. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Leon B Lankford Jr/ 

Primary Examiner, Art Unit 165 1 
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Primary Examiner 
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